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1 . The Amendment filed October 3, 2006 in response to the Office Action of 
April 21, 2005 is acknowledged and has been entered. Previously pending claims 
1-24 and 26-70 have been cancelled, claim 25 has been amended and new claims 
71-78 have been added. Claims 25 and 71-78 are currently being examined. 

2. The text of those sections of Title 35, U.S. Code not included in this action 
can be found in a prior Office action. 

3. The following rejections are being maintained: 

Claim Rejections - 35 (JSC 112 
4 Claim 25 remains rejected and newly added claims 74-78 are rejected 
under 35 USC 112, first paragraph for the reasons previously set forth in the 
paper mailed April 21, 2005, section 9, pages 9-12. 

It is noted that the limitation "consisting essentially of is interpreted to 
mean "comprising" because MPEP, 2111.03 defines the phrase "consisting 
essentially of as limiting the scope of a claim to the specified materials or steps 
"and those that do not materially affect the basic and novel characteristic(s)" of 
the claimed invention. In re Herz, 537 F.2d 549, 551-52, 190USPQ 461, 463 
(CCPA 1976) (emphasis in original). Since it is clear that the addition of 
undefined amino acids would not materially affect the basic and novel 
characteristic(s) of the nucleic acid encoding the claimed 10 mer, it is appropriate 
to interpret the phrase as comprising. 

Applicant argues that (1) in the new claims, the polynucleotide sequences 
and the polypeptides they encode are defined by the disclosure of SEQ ID NO: 1 
and SEQ ID NO:2, fragments, variants etc, (2) the immune function is now 
defined since it is specific and correlated to the disclosure structure of the hTRT 
sequence, (3) the function is particular to the subject matter claimed and is not 
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applicable to a broad class of invention and such functional descriptions of 
genetic material meet the written description requirement if "coupled with a 
known or disclosed correlation between function and structure", (4) given the 
disclosure of the entire polynucleotide sequence encoding and the entire amino 
acid sequence coupled with a disclosed correlation between the function and the 
disclosed structure, one can envision the structure of the claimed compositions by 
the combination of structure and function (5). The arguments have been 
considered but have not been found persuasive because although Applicant has 
indeed disclosed the entire polynucleotide sequence encoding and the entire 
amino acid sequence coupled with a disclosed correlation between the function 
and the disclosed structure, one cannot envision the structure of the claimed 
nucleic acids in the compositions by the combination of structure and function 
because the specification provides no teaches drawn to the structure of nucleic 
acids encoding the claimed proteins which consist of or comprise immunogenic 
fragments, that is which encoded fragments are immunogenic and the 
specification provides no structure of at least 10 contiguous amino acids of SEQ 
ID NO:2 that when administered to a subject elicits an adaptive immune response 
against SEQ ID NO:2 and no teaching of the structure of the nucleic acid 
encoding said 1 Omer. 

Applicant further argues that Lilly is not applicable to the pending claims 
because (1) the entire hTRT gene has been disclosed and the hTRT protein cloned 
and characterized in detail, (2) the present claims do not define a genus of nucleic 
acids by function but rather by a combination of structure and function correlated 
with that function, (3) to the extent that the present claims are drawn to 
"comprising" language, one of skill in the art can easily envisage a number of 
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representative examples of sequences that could be present. The argument has 
been considered but has not been found persuasive because although the full 
length sequences are known and one would immediately envision that the full 
length sequence will elicit an adaptive immune response against SEQ ID NO:2 
when administered to a subject, the same cannot be said for the claims as 
currently constituted which read on undefined fragments encoded by the claimed 
nucleic acids wherein no correlation has been made between structure and the 
specific function of eliciting an adaptive immune response specific for SEQ ID 
NO:2. Finally, although one can easily envisage a number of representative 
examples of the sequences that could be present, the specification does not 
provide adequate information as to which fragments, encoded lOmer structures 
have the function claimed. 

Applicant argues that the specification discloses a common structural feature 
shared by members of the claimed genus which constitutes a substantial portion 
of the genus and one can readily envisage nucleic acid sequences that encode 
SEQ ID NO:2 and although there may be substantial variability, the necessary 
basic element remains because SEQ ID NO:2 may be combined with sequences 
known in the art, but the necessary common attribute is the polynucleotide 
encoding SEQ ID NO:2. The arguments have been considered but have not been 
found persuasive because applicant is arguing limitations not recited in the claims 
as currently constituted. The claims are not drawn to nucleic acid sequences that 
encode SEQ ID NO:2, the claims are drawn to nucleic acid sequences that encode 
fragments of SEQ ID NO:2 which when administered to a subject elicit an 
adaptive immune response to SEQ ID NO:2. Thus, the variability remains and the 
specification teaches only nucleic acid encoding SEQ ID NO:2 and this nucleic 
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acid clearly does not constitute a substantial portion of the genus since the genus 
is drawn to a whole multitude of nucleic acids encoding fragments wherein the 
specification does not provide sufficient information drawn to the structure that 
functions to elicit an adaptive immune response against SEQ ID NO:2 when 
administered to a subject. 

Applicant argues that to find that an applicant is required to disclose every 
example of a flanking sequence which the claims might encompass would be an 
impossible and unreasonable burden at odds with current written description. The 
argument has been considered but has not been found persuasive because the 
previous rejection was drawn not only to flanking residues and to nucleic acids 
encoding polypeptides "comprising" but was also drawn to claim 25 which, at the 
time the last action was written, was drawn to "nucleic acid encodes a chimeric 
protein consisting of an amino acid sequence identical to at least 20' contiguous 
amino acids of SEQ. ID NO:2 fused with an amino acid sequence of another 
protein", wherein Examiner specifically states in the prior action that the claimed 
invention encompasses a substantial variety of subgenera, that given the 
undefined and apparently unlimited nature of the claimed polynucleotides, it is 
apparent that the immunogenic functions of the polypeptides are both unknown 
and highly varied. Although the claims have been somewhat narrowed, the 
claims are still drawn to polynucleotides encoding polypeptides whose 
immunogenic functions are unknown and are highly varied. Further Examiner 
specifically stated that there is no description of the conserved regions which are 
critical to the structure and function of the genus claimed, that is an immunogenic 
composition comprising said polynucleotides. There is no description of the sites 
at which variability may be tolerated and there is no information regarding the 
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relation of structure to function. Finally, given that the prior art of record does 
not provide compensatory structural or correlative teachings sufficient to enable 
one of skill to identify the polynucleotides encompassed, one would reasonably 
conclude that the invention was not described in the specification in such a way 
as to reasonably convey to one skilled in the relevant art that the inventor(s) at the 
time the application was filed, had possession of the claimed invention. Thus the 
claimed invention is not adequately described and the claims as currently 
constituted do not satisfy the written description requirements of 1 12, first 
paragraph. 

5. Claim 25 remains rejected and newly added claims 71-78 are rejected under 
35 USC 1 12, first paragraph for the reasons previously set forth in the paper 
mailed April 21, 2005, section 8, pages 8-9. 

Because Applicant did not distinctly and specifically point out the supposed 
errors in the rejection, the rejection of claim 25 is maintained and claims 71-78 
are rejected under 35 USC 1 12 first paragraph for the reasons previously set forth. 

Double Patenting 

6. Claim 25 remains rejected and newly added claims 71-78 are rejected 
under 35 USC 112, first paragraph for the reasons previously set forth in the 
paper mailed April 21, 2005 sections 12 and 13, pages 13-16. 

Applicant states that upon indication of allowed claims, Applicant will 
provide terminal disclaimers to resolve double-patenting rejections, if 
appropriate. The rejection stands. 
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New Grounds of Rejection 
Claim Rejections - 35 USQ 112 

7. Claim 25 is rejected are rejected under 35 USC 1 12, first paragraph, as 
the specification does not contain a written description of the claimed invention. 
The limitation of a fragment of SEQ ID NO;2 fused to another amino acid 
sequence that enhances an adaptive immune response to said fragment has no 
clear support in the specification and the claims as originally filed. Applicant 
points to support for the newly added limitation at page 37, lines 3-23. However, 
a review of page 37, lines 3-23 reveals only support for a fusion protein wherein 
"The invention further provides hTRT polypeptides that are modified, relative to 
the amino acid sequence of SEQ. ID. NO: 2, in some manner, e.g., truncated, 
mutated, derivatized, or fused to other sequences (e.g., to form a fusion protein)". 
The suggested support has been considered but has not been found persuasive 
because there is no teaching drawn specifically to amino acid sequences that 
enhance an adaptive immune response. The subject matter claimed in claim 25 
broadens the scope of the invention as originally disclosed in the specification. It 
is noted however that the specification at paragraph 0204 of the published 
application is drawn to "Short stretches of hTRT protein amino acids may be 
fused with those of another protein, such as keyhole limpet hemocyanin, and an 
anti-hTRT antibody produced against the chimeric molecule." Thus amendment 
of the claim to recite fusion to KLH protein which is a known protein that 
enhances adaptive immune response would obviate the instant rejection. 

8. Claim 73 is rejected are rejected under 35 USC 1 12, first paragraph, as 
the specification does not contain a written description of the claimed invention. 
The limitation of a composition containing a nucleic acid that encodes a 
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polypeptide comprising a sequence at least 98% identical to the 1 132 residues of 
SEQ ID NO:2, wherein the composition elicits an adaptive immune response 
against hTRT when administered to a subject has no clear support in the 
specification and the claims as originally filed. Applicant points to support for the 
newly added limitation at page 37, lines 3-23. However, a review of page 37, 
lines 3-23 reveals only support for a variants of SEQ ID NO:2 and does not 
disclose compositions containing a nucleic acid that encodes a polypeptide 
comprising a sequence at least 98% identical to the 1 132 residues of SEQ ID 
NO:2, wherein the composition elicits an adaptive immune response against 
hTRT when administered to a subject. Applicant further points to page 148 lines 
3-6 which defines substantial identity as identity that includes "at least about 
98%" identity. However, there is no nexus between this definition and the 
generally discussed variants and there is no nexus between either of these two 
citations and the newly added claim drawn to a composition containing a nucleic 
acid that encodes a polypeptide comprising a sequence at least 98% identical to 
the 1 132 residues of SEQ ID NO:2, wherein the composition elicits an adaptive 
immune response against hTRT when administered to a subject. The subject 
matter claimed in claim 73 broadens the scope of the invention as originally 
disclosed in the specification. 

9. Claims 71-78 are rejected under 35 USC 1 12, first paragraph, as the 

specification does not contain a written description of the claimed in vention. The 
limitation of a composition containing a nucleic acid that encodes a polypeptide 
SEQ ID NO:2, a fragment thereof, a sequence at least 98% identical to the 1 132 
residues of SEQ ID NO:2, wherein the composition elicits an adaptive immune 
response against hTRT when administered to a subjects has no clear support in 
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the specification and the claims as originally filed. Applicant points to support for 
the newly added claim limitations drawn to said compositions at page 90, lines 3- 
8. The citation has been considered but has not been found persuasive because a 
review of the citation has been revealed support only for "An immune response 
can also be raised by delivery of plasmid vectors encoding the polypeptide of 
interest (i.e., administration of "naked DNA")." In the absence of a limitation 
drawn to plasmid vectors/naked DNA the newly added claims are drawn to new 
matter. The subject matter claimed in claims 71-78 broadens the scope of the 
invention as originally disclosed in the specification. 

1 0. No claims allowed. 

11. Applicant's amendment necessitated the new grounds of rejection. Thus, 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of 

time policy as set forth in 37 C.F.R.. 1.136(a). 

A SHORTENED STATUTORY PERIOD FOR RESPONSE TO THIS FINAL 
ACTION IS SET TO EXPIRE THREE MONTHS FROM THE DATE OF THIS ACTION. IN 
THE EVENT A FIRST RESPONSE IS FILED WITHIN TWO MONTHS OF THE MAILING 
DATE OF THIS FINAL ACTION AND THE ADVISORY ACTION IS NOT MAILED 
UNTIL AFTER THE END OF THE THREE-MONTH SHORTENED STATUTORY 
PERIOD, THEN THE SHORTENED STATUTORY PERIOD WILL EXPIRE ON THE 
DATE THE ADVISORY ACTION IS MAILED, AND ANY EXTENSION FEE PURSUANT 
TO 37 C.F.R, 1 . 1 36(a) WILL BE CALCULATED FROM THE MAILING DATE OF THE 
ADVISORY ACTION. IN NO EVENT WILL THE STATUTORY PERIOD FOR 
RESPONSE EXPIRE LATER THAN SIX MONTHS FROM THE DATE OF THIS FINAL 
ACTION. 



12. Any inquiry concerning this communication or earlier communications from 
the examiner should be directed to Susan Ungar, PhD whose telephone number is 
(571) 272-0837. The examiner can normally be reached on Monday through 
Friday from 7:30am to 4pm. 
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If attempts to reach the examiner by telephone are unsuccessful, the 
examiner's supervisor, Shanon Foley, can be reached at 571-272-0898. The fax 
phone number for this Art Unit is (571) 273-8300. 

Susan Ungar / """" 

Primary Patent Examiner 
January 4, 2007 



